	Stratton VA Medical Center
REVIEWS PREPARATORY TO RESEARCH FOR hUMAN sTUDIES




Investigator Name:      
The Health Insurance Portability and Accountability Act (HIPAA) Privacy Rule and VHA policy allow for the access to Personal Health Information (PHI) without an authorization from the individual or a waiver from an IRB or Privacy Board when a VHA researcher is preparing a protocol.  However, the researcher must represent that access is only for the purpose of preparing a protocol.  As a researcher, you must give “representations” of certain facts necessary for preparatory access as follows:

· The use or disclosure is requested solely to review PHI as necessary to prepare a research protocol or for similar purposes preparatory to research;

· The PHI will not be removed from the VHA; and 

· The PHI accessed is necessary to the research proposed.

This access is granted only to VHA researchers; non VHA researchers may not access VHA data for reviews preparatory to research.

RESEARCH PROPOSED:

     
TYPE OF RECORDS REVIEWED:

     
NUMBER OF RECORDS TO BE REVIEWED:

     
I give the “representations” of the facts listed above and agree that if the type and number of records are not sufficient for the proposed research, I will submit a new request to the IRB.

___________________________________________

Investigator signature

__________________

Date











NOTE:  This is NOT a HIPAA Waiver of Authorization, nor is it IRB or R&D approval to conduct a study at the Stratton VA Medical Center.  You must follow the standard procedures in order to conduct a research study at this VA.  Contact the Research Office at 626-5624 for more information.
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